825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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Office of Special Nutritionals (HFS-450)

Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration } oo '

5100 Paint Branch Parkway R P L

College Park, MD 20740-3835
RE:  Label Claims/Disclaimers =~~~ }

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the followmg product These claims are not necessarily for a product
we currently market or pIan to market in the 1mmed1ate future and may be eproratory in nature.

Enzymatic Panax Gmseng Korean Ginseng (Panax | Dramatically improved
Therapy, Inc. | Phytosome™ ginseng) Root absorption — research

Phytosome™ .| indicates Phytosomes may
be absorbed 3 to 7 times
more effectively than non-
Phytosome products
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I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the statements are truthful and not mlsleadmg

. pUdd

Robert C. Doster = 7 L
Title: Senior Vice President of Scientific Affairs =~ '

Date: ,’[/Z[ /07/

If you have any questions, please contact Robert Doster, Senior Vice Présid_ent of S:ciqnt)iﬁchffairsq at
(920) 406-3608. S

JELD P s

Michael P. Devereux
Chief Fmangla}AQfﬁ‘cgr‘
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November 24, 2002 :
Office of Special Nutritionals (HFS-450) SR
Center for Food Safety and Applied Nutrition - DEe 04 snne
U.S. Food and Drug Admmlstratlon P T AU
5100 Paint Branch Parkway =~ T e 2

College Park, MD 20740-3835

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy,lnc at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug,

and Cosmetic Act on the labels of the followmg product These claims are not necessanly for a product
we currently market or plan to market in the immediate future, and 1 may be exploratory in nature.

_..____..——---—-————-— o

Enzymatic Panax Ginseng | Korean Ginseng (Panax | With a non-Phytosome,
Therapy, Inc. | Phytosome™ | ginseng) Root fewer molecules of the
Phytosome™ herbal compound penetrate
and are absorbed by the
membrane of the intestinal
wall, where most of the
body’s nutrients are

absorbed *
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a

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantiation that the stateme ’ uthful and not rmsleadmg

e PO

Robert C. Doster T e e e L e e oo
Title: Senior Vice Pres1dent of Smentlﬁc Affaxrs o ’

Date: /Il /2 ‘//0'} V

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely,
825 Challenger Drive - P .
Green Bay, Wi 54311-8328

Ph: 920-469-1313 Michael P. Devereux
Chief Financial Officer

Fax: 888-570-6460 | Ca e L
Panax Ginseng Phytosome 6e : ' -

WWW.enzy.com
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825 Challenger Drive
Green Bay, W) 54311-8328
Ph: 920-469-1313

Fax: 838-570-6460
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November 23, 2002 T

Office of Special Nutritionals (HFS-450) ,f I
Center for Food Safety and Apphed Nutrition, ;

U.S. Food and Drug Administration
5100 Paint Branch Parkway
College Park, ‘MD 20740-3835

RE:  Label Claims/Disclaimers
Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
543111isa dlstnbutor and has included statements provxded for by sectlon 403(r)(6) of the Food, Drug,

Korean Ginseng (Panax
ginseng) Root
Phytosome ™

Panax Ginseng
Phytosome™

Enzymatic
Therapy, Inc.

Enhanced delivery — more
of the herbal molecules get
where they’'re needed most,
to the cells in your body.*
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I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has substantlatlon that the statements ar ﬁhthful and not mlsleadmg

o PO

Robert C. Doster =7 7777 Tt e
Title: Senior Vice Presxdent of Scwntxﬁc Affaxrs o « ,

Date: __(((25/02
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If you have any questions, please contact Robert Doster, Senior Vice Pre51dent of Smentlﬁc Affalrs at
(920) 406-3608.

R

Michael P. Devereux
Chief FmanCJaI Ofﬁcer

Sincerely,

Panax Ginseng Phytosome 5e
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825 Challenger Drive
Green Bay, W1 54311-8328

Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com
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November 20, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Apphed Nutrition ,
U.S. Food and Drug Administration L N I T
5100 Paint Branch Parkway {7 !
College Park, MD 20740-3835 = [

RE:  Label Claims/Disclaimers

Dear Sir/Madam:

A v -

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Dnve Green Bay, Wxsconsm
54311 is a distributor and has included statements prov1ded for by section 403(r)(6) of the Food, Drug,
and Cosmetlc Act on the 1a§els 0 lowing product ‘These claims are not neeesSanly for a product
we currently market or plan to m e 1mmed1ate future and ‘may be exploratory in nature

z . INGREDIENT
Enzymatic Panax Ginseng | Korean Ginseng (Panax | Phytosomes™ are
Therapy, Inc. | Phytosome™ ginseng) Root advanced forms of herbal }

Phytosome™ products that are better
absorbed, utilized, and as a
result produce better results
than conventional herbal
extracts.* A

I certify that the information contained :\i?gwthls
Therapy, Inc. has substantiation that the state

b LLI0A]

Robert C. Doster =~~~ <~~~ . ioTnmmon o
Title: Senior Vice Premdent of Sc1ent1ﬁc Affalrs o

Date: // Zu/ 2- *

If you have any questions, please contact Robert Doster, Semor V1ce Pres1dent of Scxentlﬁc Affalrs at
(920) 406-3608. _ | ‘ ( f A

Michael P. Devereux Z

Chief Financial Officer = S N
Panax Ginseng Phytosome 2e o o x

Sincerely,
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November 25, 2002

Office of Special Nutritionals (HFS-450) e
Center for Food Safety and Apphed Nutrltlon LT T

U.S. Food and Drug ‘Administration I Don 700
5100 Paint Branch Parkway S : - 26
College Park, MD 20740-3835 o S Do -

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wlsconsm

54311 isa dlstrrbutor and has included statements prov1ded for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the folﬁ)wmg product “These claims are not necessanly fora product

Enzymatic Panax ‘Ginseng | Korean Gingeng (Panax | When the herbal compound
Therapy, Inc. | Phytosome™ ginseng) Root is combined with
Phytosome ™ : phosphatidylcholine the
molecule, which is more
rapidly and more efficiently
absorbed

T R e e T B )
e L P T SR T A S 5 LR N S S T A SR

I certify that the information contained in thlS notlce is qmplete and accurate and that Enzymatlc
Therapy, Inc. has substantlatron that the statements are truthful and not mst admg

S Y[/

Robert C. Doster T e ey
Title: Senior Vice Presrdent of Smentxﬁc Affalrs @ N

b L

Date: ’//44 /04 L

o B .
g

If you have any questions, please contact Robert Doster, Senior Vice Pre31dent of Sc1ent1ﬁc Affalrs at
(920) 406-3608. )

Singcerely, &)ﬂ
825 Chatlenger Drive / L ! /) Z

Green Bay, W1 54311-8328 Michael P. Devereux
Ph: 020469-1313 Chief Fmancxal Ofﬁcer )

Fax: 888-570-6460

Panax Ginseng Phytosome 7¢ . ) o ’ o }
WWW.enZy‘COm
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

Www.enzy.com

EnzymaticTheraDYC

NATURAL MEDICINES”

November 22, 2002

Office of Special Nutritionals (HFS-450) S T e
Center for Food Safety and Applied Nutr1t10n , C ST
U.S. Food and Drug Administration S Voo 4 7 ’
5100 Paint Branch Parkway ‘ ’ : :
College Park, MD 20740-3835 7 S e e

RE:  Label Claims/Disclaimers 4 ~ -

Dear Sir/Madam;

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Dnve Green Bay, Wlsconsm
54311isa dlsmbutor and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labe Pf th owing. firoduct ‘These claims are not necessarily for a product

mmedlate future and may_be exploratory in nature

- S by e s

Enzymatic “Panax Gm’ée‘ng“ Korean Ginseng (Panax Increased biological activity
Therapy, Inc. | Phytosome™ ginseng) Root — the health-supporting

Phytosome™ properties of the herb last
longer in your body.”

I certify that the information contained in this notlce i
Therapy, Inc. has substantlatlon that the statements a

By: w 0 LQ;I

“Robert C. Doster
Title: Senior Vice Presrdent of Screntlﬁc Affalrs '
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Date: [/ [ 22 /02
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If you have any questions, please contact Robert Doster Senior Vrce Presxdent of Smentrﬁc Affaus at o
(920) 406-3608. o

Sincerely, &“

Michael P, Devereux,
Chief Fmancral Ofﬁcer

Panax Ginseng Phytosome 4e




